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DETAILED ACTION 

Election/Restrictions 

1. Applicants election with traverse of Group II (claims24-27 and 29) on 10/16/2006 is 
acknowledged. The traversal is on the ground(s) that the restriction is improper because the 
reference upon which the Examiner bases the allegation of the lack of a special technical feature 
in fact does not disclose that which is the special technical feature because Bernstein et al do not 
disclose that BB-10010 has an activity of "elevating a dendritic cell precursor in the blood" as 
presently claimed. However, contrary to Applicants arguments, the Bernstein et al reference 
teaches administering BB-10010. It would be an inherent property of the administration of BB- 
10010 to elevate dendritic cell precursor level in a patient. 

The Groups as delineated in the restriction requirement 9/15/2006 are patentably distinct 
one from the other such that each invention could, by itself, in principle, support its own separate 
patent (as shown by the arguments put forth in the written restriction requirement). 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 20-23, 28 are withdrawn from further consideration by the examiner, 37 
CFR 1.142(b), as being drawn to a non-elected invention. 

Furthermore, the election of species requirement is being withdrawn and both species 
recited in claim 28 will be examined. 
Specification 

2. The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. It is suggested that the title be 
amended to recite the method being claimed. 
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Claim Rejections - 35 USC § 112, second paragraph 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 24-27, 29, are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 21 is rejected as vague and indefinite for several reasons. 

Claim 24 is vague and indefinite because it recites u a dendritic cell precursor level". It is 
unclear whether this term encompasses immature dendritic cells as well as dendritic cells that are 
at various stages of maturation. Appropriate correction is required to recite a term in the claim 
for which there is support in the instant specification. 

Furthermore, claim 24 is vague and indefinite because it fails to recite the condition or 
disease to be treated. 

Claim 24, line 3, is also vague and indefinite because it recites "a functional derivative". 
The metes and bounds of this term are unclear. It is suggested that the claim be amended to 
recite that the derivative of MlP-la is BB-10010, so as to obviate this rejection. 

Claims 25-27 and 29 are rejected as vague and indefinite insofar as they depend on claim 
24 for its limitations. 
Claim rejections-35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. § 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 24-25, are rejected under 35 U.S.C. § 102(b) as being anticipated by Bernstein et 
al. (1997). 

Bernstein teaches a method of treating myelosuppression caused by chemotherapy 
patients with malignant lymphoma or breast carcinoma, by administering BB-10010 (see 
abstract; see page 889, column 1; see Table III, column 1, page 893). 

"When the PTO shows a sound basis for believing that the products of the applicant and 
the prior art are the same, the applicant has the burden of showing that they are not." In re Spada, 
911F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). Therefore, the prima facie case can 
be rebutted by evidence showing that the prior art products do not necessarily possess the 
characteristics of the claimed product. In re Best, 562 F.2d at 1255, 195 USPQ at 433. See also 
Titanium Metals Corp. v. Banner , 778 F.2d 775, 227 USPQ 773 (Fed. Cir. 1985). See also In_re 
Ludtke , 441 F.2d 660, 169 USPQ 563 (CCPA 1971). 

The Bernstein reference teaches the administration of BB-10010 (see abstract). Since the 
instant claims fail to recite the disease condition to be treated or that the patient is suffering from 
a particular disease, the method disclosed in reference meets the limitations recited in claims 24- 
25. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the art to which said subject 
matter pertains. Patentability shall not be negatived by the manner in which the invention was 
made. 



The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness or 
nonobviousness. 

Claims 26-27, 29 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bernstein et al. (1997) in view of Shadle et al (U.S. Patent No. 4,847,325). 

Bernstein et al. teach all that is recited above (see paragraph 4) except they do not 
explicitly teach administering BB-10010, which is chemically modified with an amphipathic 
polymer such as polyethylene glycol. 

Shadle et al teach the site-specific attachment of a water-soluble polymer, PEG to M-CSF 
and report that such a modification increases the circulating half-life and immunogenicity of the 
conjugated M-CSF (see column 1, lines 14-17; column 4, lines 15-20). 

Therefore, it would have been prima facie obvious to one of ordinary skill in the art at the 
time the invention was made, to modify the BB-10010 composition as taught by Shadle et al, and 
administer the composition in the method of Bernstein since Shadle et al teaches the expected 
advantages of PEGylation including increased serum half-life of the resulting modified protein. 
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Conclusion 

No claim is allowed. 

Claims 24-27, and 29, are rejected. 
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